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§ 25.32 Finding of no significant im-
pact.

(a) As defined by the CEQ regulations
(40 CFR 1508.13), a finding of no signifi-
cant impact (FONSI) is a document
prepared by a Federal agency and stat-
ing briefly why an action, not other-
wise excluded, will not significantly af-
fect the human environment and for
which, therefore, an EIS will not be
prepared. A FONSI includes the EA or
a summary of it and a reference to any
other related environmental docu-
ments.

(b) If the EA has been prepared by an
applicant or petitioner, the agency
may choose to include additional evi-
dence in the FONSI. Any remaining un-
knowns or uncertainties will be identi-
fied.

(c) The agency official(s) responsible
for the preparation and approval of the
FONSI will sign the document, thereby
establishing that the official(s) ap-
prove(s) the conclusions not to prepare
an EIS for the action under consider-
ation.

§ 25.33 Notice of intent.
(a) As defined by CEQ regulations (40

CFR 1508.22), the Notice of Intent noti-
fies the public that the agency has de-
termined that an EIS will be prepared.
This determination may be based on
information contained in an EA or on
other information available to the
agency which indicates that poten-
tially significant effects may be associ-
ated with a proposed action.

(b) As required by 40 CFR 1508.22, the
Notice of Intent will describe the pro-
posed action, possible alternatives, the
agency’s proposed scoping process,
which may include a request for infor-
mation or suggestions regarding the
scope of the EIS and notice of public
meetings, and the identification of per-
sons within the agency to contact for
further information.

§ 25.34 Draft, final, and supplemental
environmental impact statements.

(a) The CEQ regulations (40 CFR part
1502) provide detailed requirements for
the preparation of an EIS. CEQ’s for-
mat for EIS’s (40 CFR 1502.10) will be
followed unless the agency determines
that there is a compelling reason to do
otherwise.

(b) When chemical substances enter
the environment as a result of a pro-
posed action or other regulatory alter-
natives, the portion of the EIS format
on environmental consequences (40 CFR
1502.10(g)) will include discussion of the
environmental fates and effects of
those substances similar to that de-
scribed in § 25.31a.

(c) Any final EIS will contain any ad-
ditional information gathered by the
agency after the publication of the
draft EIS, a copy of or a summary of
the comments received on the draft
EIS, and the agency’s responses to the
comments as required in 40 CFR 1503,
including any revisions resulting from
comments or other information.

(d) Draft and final supplemental
EIS’s will conform to the EIS format
(40 CFR 1502.10) unless there is a com-
pelling reason to do otherwise.

Subpart D—Agency
Decisionmaking

§ 25.40 Procedures for incorporating
environmental considerations into
agency decisionmaking.

(a) These procedures are to ensure
that environmental information is pro-
vided to decisionmakers in a timely
manner. The NEPA process is an inte-
gral part of FDA’s decisionmaking.
Agency decisionmakers ensure that the
policies and purpose of NEPA and CEQ
regulations are complied with by:

(1) Completing or assuring the com-
pletion of an EA, determining whether
an EIS is required and, ordinarily,
completing a draft EIS (if one is re-
quired) prior to or at the time of pro-
posing an action subject to §§ 25.21 and
25.22.

(2) Including in decision documents
and supporting environmental docu-
ments a discussion of all alternatives
considered in the decision as required
by 40 CFR 1502.14. Every action memo-
randum proposing an agency action in-
cluded under § 25.21 or § 25.22 will con-
tain an evaluation of the environ-
mental impact of the proposed action
and will be accompanied by a draft or
final EIS if one is required.

(3) Submitting relevant environ-
mental documents, comments, and re-
sponses with other decision documents
through the review process.
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